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Box No. I 



Baas of this opinion 



1. With regard to the language, this opinion has been established on the basis of the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following language 

, which is the language of a translation furnished for the purposes of international search (under 

Rule 12.3 and 23. 1(b)). 

2. With regard to any nucleotide and/or amino add sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

I I a sequence listing 

I I table(s) related to the sequence listing 

b. format of material 

I I in written format 

I I in compute- readable form 

c. time of filing/fumishing 

I I contained in the international application as filed. 

I I filed together with the international application in coir^uter readable form. 
I I furnished subsequently to this Authority for the purposes of search. 

3. I I In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed or 

furnished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 
filed or does not go beyond the application as filed, as appropriate, wo^e fumished. 

4. Additional comments: 
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1. Statement 



Reasoned statement under Rule 43bis. 1(a)(1) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Novelty (N) 



Inventive step (IS) 



Claims 
Claims 



Claims 
Claims 



2 , 9, 11-14 



1, 3-8, 10 



1-14 



Industrial applicability (lA) Claims 1 — 14 
Claims 



YES 
NO 



YES 
NO 



YES 
NO 



2. Citations and explanations: 

1 Reference is made to the following document: 

Dl: WO 98/35714 A (RESTELLI, SERGIO; RIGHI, 

NARDINO) 2 0 August 19 98 

2 INDEPENDENT CLAIM 1 

2.1 The present application fails to comply with the 

requirements of PCT Article 33(1) since the subject 
matter of claims 1, 3 and 10 does not meet the 
requirement of novelty defined in PCT Article 33(2) 
Document Dl describes (see^ for example^ page 13, 
line 30 to page 15, line 21, figures 3, 5 and 8) 
(the references between parentheses apply to this 
document) : 



Protected injection device, comprising a syringe 
with a syringe body (1), a needle (5), and a piston 
(3) which can be displaced in this body for an 
injection, and safety means that comprise a 
protective sleeve (14), the syringe body (1) and the 
protective sleeve (14) being able to slide relative 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

to one another between an injection configuration, 
in which the needle (5) protrudes from the 
protective sleeve (14) arranged around the syringe 
body^ and a protection configuration, in which the 
needle (5) extends within said protective sleeve 

(14), the device comprising a trigger member (108) 
for triggering the change from the injection 
configuration (figure 3 without "protective cap 

(6)") to the protection configuration (figure 5) at 
the end of injection, 

the trigger member (108) being integral with the 
actuating head (8) of the piston (3) , and in that it 
comprises an inhibitor member (21) able to occupy an 
inhibition position in which said inhibitor member 
(21) defines a first end-of-in jection position of 
the piston (3) in which the trigger member (108) is 
unable to trigger the change from the injection 
configuration to the protection configuration and to 
be moved relative to this inhibition position in 
order to permit a second end-of-in jection position 
of the piston in which the trigger member (108) is 
able to trigger the change from the injection 
configuration to the protection configuration, and 
in that, in its inhibition position, the inhibitor 
member (21) is connected to the piston (3) and 
integral with the movement of the latter and is able 
to cooperate in abutment with an element (7) of the 
device fixed relative to the syringe body (1) in 
order to define the first end-of-in jection position, 
in that the inhibitor member (21) is able to be 
separated from the piston (3) or moved relative to 
the latter in order to allow the second end-of- 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

injection position to be obtained, and in that;, in 
its inhibition position^, the inhibitor member (21) 
is connected to the actuating head (8) of the piston 
(3) . 



Consequently;, document Dl discloses all the features 
of claim 1 and in so doing deprives the latter' s 
subject matter of any novelty, in accordance with 
PCT Article 33(2) . 



The same argument applies mutatis mutandis to the 
subject matter of independent claims 3 and 10. 



3. DEPENDENT CLAIMS 2, 4-9 and 11 



The claims do not contain any features which, in 
combination with the features of any claim to which 
they refer, meet the requirements of the PCT in 
respect of novelty and/or inventive step (PCT 
Article 33(2) and (3)). See for example: 



3 . 1 Novelty 

Dl, page 13, line 30 - page 51, line 27, figures 3, 
5 and 8, for claims 4-8; 



3.2 Inventive step 

The feature by which the inhibitor member (34) 
passes through the head. (12B) of the piston (12) in 
claims 2, 9 and 11 is merely one of several obvious 

options that a person skilled in the art seeking to 
solve the stated problem might select, depending on 
each particular case, and without an inventive step 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

being involved. 

4 INDEPENDENT CLAIM 12 

4.1 The solution proposed in claim 12 of the present 

application is not considered to be inventive (PCT 
Article 33(3));- the reasons being as follows: 

The subject matter of independent claim 12 (the 
trigger member (52) is connected to the piston (12) 
and is able to be moved relative to the latter 
between a position permitting triggering . . . and a 
position unable to permit triggering . . . ) refers to 
features representing merely one of several obvious 
options that a person skilled in the art seeking to 
solve the stated problem (namely that the change of 
the injection device at the end of injection in its 
protection configuration is not triggered 
systematically; see page 1, lines 33-36) might 
select, depending on each particular case, and 
without an inventive step being involved. 

5 DEPENDENT CLAIMS 13 AND 14 

5.1 Dependent claims 13 and 14 do not contain any 

features which, in combination with the features of 
any one of the claims to which they refer, meet the 
requirements of the PCT in respect of inventive 
step. This is because it would be obvious for a 
person skilled in the art to provide catch means on 
the trigger member and the piston in order to define 
their mutual positions as described in section 4.1 
above . 
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Box No. Vni Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully supported by 
the description, are made: 

1. Although claims 1, 3, 10 and 12 have been drafted as 
separate independent claims, it appears that they 
have the same subject matter and that they differ 
only by virtue of a variation in the definition of 
the subject matter for which protection is sought 
and in the terms used to define their features. 
Therefore, these claims are not concise and, as 
such, do not meet the requirements of PCT Article 6. 
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